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DETAILED ACTION 



Claim Rejections - 35 USC § 102 

The following Is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
fornn the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of appllcatbn for patent In the United 
States. 

Claims 1-4, 12-15, 31-33. 36-38, 44, 45, 92, 93, 96-104, and 1 10 are rejected 
under 35 U.S.C. 102(b) as being anticipated by Shaolian et al. (US Patent No. 
6,299,637). Shaolian discloses the following regarding claim 1 : a prosthetic valve 
assembly (40) for use in replacing a deficient native valve, the valve assembly 
comprising (col. 2, lines 55-58): a valve having a base (see attachment A), a plurality of 
commissure points (see attachment A), and a plurality of resilient leaflets (76, 78); a 
valve support (44) configured to be collapsible for transluminal delivery (col. 5, lines 36- 
37) and comprising a first (50) and a second (52) portion, said first portion expandable 
to contact the anatomical annulus of the native valve (30) when the assembly is 
properly positioned, said second portion supporting the base and the commissure points 
of the valve (52; Figures 7, 8); and a radial restraint for controlling a diameter of the 
second portion (col. 5, lines 55-67) the radial restraint comprising a wire (col.5, lines 7- 
9; col. 6, lines 31-36; Figures 1, 4, 6-8). 
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Shaolian discloses the following regarding claim 2: the valve assembly wherein 
the radial restraint is capable of substantially resisting expansion beyond a preset 
diameter (col. 5, lines 55-67). 

Shaolian discloses the following regarding claim 3: the valve assembly wherein 
the radial restraint is capable of substantially resisting collapse below a preset diameter 
(col. 7, lines 6-10). 

Shaolian discloses the following regarding claim 4: the valve assembly wherein 
the radial restraint is capable of substantially resisting expansion beyond a preset 
diameter and substantially resisting collapse below a preset diameter (col. 7, lines 6-10; 
col. 5, lines 55-67). 

Shaolian discloses the following regarding claim 12: the valve assembly further 
comprising a drug-eluting component (col. 11, lines 9-12). 

Shaolian discloses the following regarding claim 13: the valve assembly further 
comprising an anchor for engaging the lumen wall when expanded in place for 
preventing substantial migration of the valve assembly after deployment (col. 5, lines 
60-67). 

Shaolian discloses the following regarding claim 14: the valve assembly of 
wherein the valve support comprises at least one wire (col. 5, lines 7-9; col. 6, lines 31- 
36). 

Shaolian discloses the following regarding claim 15: the valve wherein the valve 
support comprises a single length of wire (col. 6, lines 63-64). 
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Shaolian discloses the following regarding claim 31 : a prosthetic valve assembly 
configured for endoluminal delivery to replace a deficient native valve (col. 2, lines 55- 
58), the valve assembly comprising an axial valve support (44) portion configured to 
support a prosthetic valve having at least one leaflet (76, 78) and to prevent substantial 
interference with the positioning and/or operation of the prosthetic valve (40) by any 
residual components of the native valve (30), including calcified native components (col. 
5, lines 16-27), said support portion comprising at least one radial restraint at a first 
section of said support portion (50) to preclude expansion when deployed in situ 
substantially no greater than a preset diameter to increase coaptivity of the prosthetic 
valve leaflets and to prevent significant regurgitation (col. 6, lines 30-40) and a second 
section (52) configured to expand in situ for pushing the residual native valve 
components against the native annulus and surrounding tissue (30), wherein the 
second section is configured to expand to a diameter different from that of the first 
section (52) (col. 5, lines 37-49; Figures 1, 4, 6). 

Shaolian discloses the following regarding claim 32: the valve assembly wherein 
the radial restraint is configured to reduce recoil (col. 5, lines 36-41, 49-54). 

Shaolian discloses the following regarding claim 33: the valve assembly wherein 
the radial restraint comprises a mechanical stop (col. 5, lines 60-67). 

Shaolian discloses the following regarding claim 36: the valve assembly wherein 
said second section is configured to be expanded by a balloon catheter (col. 6, line 42, 
U.S. Pat. No. 5,800,508 incorporated by reference). 
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Shaolian discloses the following regarding claim 37: the valve assembly wherein 
said second section is configured to be expanded beyond its yield point in situ (col. 10, 
line 58- col. 11. line 2). 

Shaolian discloses the following regarding claim 38: the valve assembly further 
comprising a stent configured to expand in situ for pushing against the residual native 
valve components (col. 8. lines 39-42). 

Shaolian discloses the following regarding claim 44: the valve assembly further 
comprising at least one anchor configured to exert sufficient radial forces against the 
lumen wall to prevent substantial migration (col. 5, lines 63-67). 

Shaolian discloses the following regarding claim 45: the valve assembly wherein 
said radial restraint comprises a wire (col. 6, lines 30-36). 

Shaolian discloses the following regarding claim 92: a prosthetic valve assembly 
configured for endoluminal delivery to replace a deficient native valve (30) (col. 2. lines 
55-58), the valve assembly comprising an axial valve support portion (50. 52. 54) 
configured to support a prosthetic valve (40) having at least one leaflet (76, 78) and to 
prevent substantial interference with the positioning and/or operation of the prosthetic 
valve (40) by any residual components of the native valve (30), including calcified native 
components (col. 5, lines 16-27), said support portion comprising at least one radial 
restraint at a first section of said support portion (50) to preclude expansion when 
deployed in situ substantially no greater than a preset diameter to increase coaptivity of 
the prosthetic valve leaflets and to prevent significant regurgitation (col. 6, lines 30-40), 
and a second section configured to expand in situ for pushing the residual native valve 
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components against the native annulus and surrounding tissue (30), wherein the 
second section is configured to expand to a diameter different from that of the first 
section beyond its yield point in situ by a balloon catheter (col. 6, line 42, U.S. Pat. No. 
5,800,508 incorporated by reference; col. 5, lines 37-49; Figures 1,4, 6). 

Shaolian discloses the following regarding claim 93: the valve assembly further 
comprising a stent configured to expand in situ for pushing against the residual native 
valve components (col. 8, lines 39-42). 

Shaolian discloses the following regarding claim 96: the valve assembly further 
comprising at least one anchor configured to exert sufficient radial forces against the 
lumen wall to prevent substantial migration (col. 5, lines 63-67). 

Shaolian discloses the following regarding claim 97: the valve assembly wherein 
said radial restraint comprises a wire (col. 6, lines 30-36). 

Shaolian discloses the following regarding claim 98: a prosthetic valve assembly 
configured for endoluminal delivery to replace a deficient native valve (col. 2, lines 55- 
58), the valve assembly comprising an axial valve support portion configured to support 
a prosthetic valve (50, 52. 54) having at least one leaflet (76, 78) and to prevent 
substantial interference with the positioning and/or operation of the prosthetic valve by 
any residual components of the native valve (30, 40), including calcified native 
components (col. 5, lines 16-27), said support portion comprising at least one radial 
restraint at a first section of said support portion (50) to preclude expansion when 
deployed in situ substantially no greater than a preset diameter to increase coaptivity of 
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the prosthetic valve leaflets and to prevent significant regurgitation (col. 6, lines 30-40), 
wherein said radial restraint comprises a wire (col. 6, lines 30-36; Figures 1,4, 6). 

Shaolian discloses the following regarding claim 99: the valve assembly wherein 
the radial restraint is configured to reduce recoil (col. 5, lines 36-41 , 49-54). 

Shaolian discloses the following regarding claim 100: the valve assembly 
wherein the support portion further comprises a second section (52) configured to 
expand in situ for pushing the residual native valve components against the native 
annulus and surrounding tissue (30) (col. 5, lines 37-49; Figures 1, 4). 

Shaolian discloses the following regarding claim 101 : the valve assembly 
wherein the second section (52) is configured to expand to a diameter different from 
that of the first section (50) (col. 5, lines 36-42; Figure 4). 

Shaolian discloses the following regarding claim 102: the valve assembly 
wherein said second section is configured to be expanded by a balloon catheter (col. 6, 
line 42, U.S. Pat. No. 5,800,508 incorporated by reference). 

Shaolian discloses the following regarding claim 103: the valve assembly 
wherein said second section (52) is configured to be expanded beyond its yield point in 
situ (col. 10, lines 58-60; Figure 4). 

Shaolian discloses the following regarding claim 104: the valve assembly further 
comprising a stent configured to expand in situ for pushing against the residual native 
valve components (col. 8, lines 39-42). 
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Shaolian discloses the following regarding claim 110: the valve assembly further 
comprising at least one anchor configured to exert sufficient radial forces against the 
lumen wall to prevent substantial migration (col. 5, lines 63-67). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for ail 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained ttiough the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the inventbn was made. 

Claims 16, 79-86, 90, and 91 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Shaolian et al. in view of Chandrasekaran et al. (US Patent No. 

6,210,408). In claims 16, 79-86, and 90 '637 does not disclose a decrease in the wire's 

thickness to lessen the radial expansion force. '408, however teaches the following 

regarding claim 16: the valve assembly wherein at least one portion of the single length 

of wire has a reduced thickness to decrease the radial expansion force (col. 4, lines 1- 

2). 

In claim 79, '637 discloses the following: a prosthetic valve assembly (40) for 
use in replacing a deficient native valve (30), the valve assembly comprising (col. 2, 
lines 55-58): a valve having a base (see attachment A), a plurality of commissure points 
(see attachment A), and a plurality of resilient leaflets (76, 78); a valve support (44) 
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configured to be collapsible for transluminal delivery (col. 5. lines 36-37) and comprising 
a single length of wire (col. 6, lines 63-64), a first portion (52) and a second portion (54), 
said first portion expandable to contact the anatomical annulus of the native valve (30) 
when the assembly is properly positioned, said second portion supporting the base and 
the commissure points of the valve (50 or 54); and a radial restraint for controlling a 
diameter of the second portion (col. 5, lines 36-41 ; Figures 1 , 4, 6). '637 does not 
disclose a wire whose thickness reduces to decrease radial expansion force. However, 
'408 teaches the following: the single length of wire has a reduced thickness to 
decrease the radial expansion force (col. 4, lines 1-2). 

Shaolian et al., in view of Chandrasekaran et al., discloses the following 
regarding claim 80: the valve assembly wherein the radial restraint is capable of 
substantially resisting expansion beyond a preset diameter ('637, col. 5, lines 55-60). 

Shaolian et al., in view of Chandrasekaran et al., discloses the following 
regarding claim 81: the valve assembly wherein the radial restraint is capable of 
substantially resisting collapse below a preset diameter ("637, col. 7, lines 6-10). 

Shaolian et al., in view of Chandrasekaran et al., discloses the following 
regarding claim 82: the valve assembly wherein the radial restraint is capable of 
substantially resisting expansion beyond a preset diameter and substantially resisting 
collapse below a preset diameter ('637, col. 5, 55-58; col. 7, lines 6-10). 

Shaolian et al., in view of Chandrasekaran et al., discloses the following 
regarding claim 83: the valve assembly wherein the radial restraint comprises a wire 
('637, col. 6, 31-36). 
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Shaolian et al., in view of Chandrasekaran et al., discloses the following 
regarding claim 84: the valve assembly wherein the radial restraint comprises a thread 
('637, col. 6, 31-36). 

Shaolian et al., in view of Chandrasekaran et al., discloses the following 
regarding claim 85: the valve assembly wherein the radial restraint comprises a 
mechanical stop ('637, col. 5, 63-67). 

Shaolian et al., in view of Chandrasekaran et al., discloses the following 
regarding claim 86: the valve assembly wherein the radial restraint comprises material 
from which at least a portion of the valve support is made so that the second portion 
does not expand beyond a preset diameter ('637, col. 5, 55-60; col. 7, lines 6-10). 

Shaolian et al., in view of Chandrasekaran et al., discloses the following 
regarding claim 88: the valve assembly wherein the radial restraint comprises a cuff 
(50, 52, 54)('637, col. 6, lines 52-56; Figure 4). 

Shaolian et al., in view of Chandrasekaran et al., discloses the following 
regarding claim 90: the valve assembly further comprising a drug-eluting component 
('637, col. 11, lines 9-12). 

Shaolian et al., in view of Chandrasekaran et a!., discloses the following 
regarding claim 91 : the valve assembly, further comprising an anchor for engaging the 
lumen wall when expanded in place for preventing substantial migration of the valve 
assembly after deployment ('637, col. 5, lines 60-67). 
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Therefore it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to use a wire whose thickness decreases as a way to reduce 
the radial expansion force in the implant. 

Claims 87 and 89 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shaolian et al. in view of Chandrasekaran et aL as applied to claims 16, 79-86, 90, 
and 91 above, and further in view of Kocur (US Patent No. 6,350,277). Shaolian et al. 
and Chandrasekaran et al. do not disclose the use of a shape memory material as 
described by the applicant in claim 87. However, '277 teaches the use of nitinol, which 
is a shape memory material (col. 6, lines 36-39) that will assist the prosthetic valve to 
better fit in the area where it is replacing the deficient native valve. Therefore, it would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to use a shape memory material such as nitinol to assist the prosthetic valve to better fit 
in the area where it is replacing the deficient native valve. 

Shaolian et al. and Chandrasekaran et al. do not disclose the use of stent 
specifically configured to cooperate with the valve support to preclude recoiling as 
described by the applicant in claim 89. However, '277 teaches the use of such a stent 
(col. 3, lines 16-26) to preclude recoil in the valve support. Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to use 
a stent configured to cooperate with the valve support system to preclude recoiling. 
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Claims 39-43. 94, 95, and 105-109 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Shaolian et al. in view of Kocur. Shaolian et al. discloses the use of 
a stent with the valve system, but does not disclose all of the specific features of the 
stent as described by the applicant in claims 39-43, 94, 95, and 105-109. 

Kocur discloses the following regarding claim 39: the valve assembly wherein 
the stent is self-expanding (col. 3, lines 21-23). 

Kocur discloses the following regarding claim 40: the valve assembly wherein 
the stent is configured to be expanded by a balloon catheter (col. 9, lines 48-53). 

Kocur discloses the following regarding claim 41 : the valve assembly further 
composing a stent configured to reduce the recoil of the support portion following self- 
expansion of the support portion (col. 3, lines 16-26). 

Kocur discloses the following regarding claim 42: the valve assembly wherein 
the stent is configured to reside within the valve support portion when deployed (col. 5, 
lines 55-60). 

Kocur discloses the following regarding claim 43: the valve assembly wherein 
the stent is configured to reside outside the valve support portion when deployed (col. 6, 
lines 56-60). 

Kocur discloses the following regarding claim 94: the valve assembly wherein 
the stent is configured to reside within the valve support portion when deployed (col. 5, 
lines 55-60). 
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Kocur discloses the following regarding claim 95: the valve assembly wherein 
the stent is configured to reside outside the valve support portion when deployed (col. 6, 
lines 56-60). 

Kocur discloses the following regarding claim 105: the valve assembly wherein 
the stent is self-expanding (col. 3, lines 21-23). 

Kocur discloses the following regarding claim 106: the valve assembly wherein 
the stent is configured to be expanded by a balloon catheter (col. 9, lines 48-53). 

Kocur discloses the following regarding claim 107: the valve assembly further 
comprising a stent configured to reduce the recoil of the support portion following self- 
expansion of the support portion (col. 3, lines 16-26). 

Kocur discloses the following regarding claim 108: the valve assembly wherein 
the stent is configured to reside within the valve support portion when deployed (col. 5, 
lines 55-60). 

Kocur discloses the following regarding claim 109: the valve assembly wherein 
the stent is configured to reside outside the valve support portion when deployed (col. 6, 
lines 56-60). 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to use a stent configured to these specifications to allow 
the stent to work more efficiently with the prosthetic valve system. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from tlie 
examiner should be directed to Ann Schillinger whose telephone number is (571) 272- 
6652. The examiner can normally be reached on Mon. thru Fri. 9 a.m. to 4 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571)272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Ann Schillinger 
July 21, 2006 




ALVIN J. STEWART 
PRIMARY EXAMINER 
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